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T ~ Application No. 

SPSS and SZK- ^ ^ S ~ r ation, the office w„ examine 

suipox are withdrawn from consideration since tevtlriZnf^ molecules. Claims 21 and 23 drawn to orthopox and 
action mailed 12/18/01. Claim 22 w*. be Z^Sl^SSS^Z^ "* P3ge 4 item 4 of < he office 

Pigeon pox. In addition RIBI will be examined. dS ° n av,pox ' whlch inc,udes . pow, canary pox, 



2 





Application/Control Number: 09/693,121 
Art Unit: 1642 ' Page 2 

SUPPLEMENTAL DETAILED ACTION 

1 • The Office action mailed 3/1 3/02 (paper no 7) has been vacated, a new office 
action is newly set forth. 

Election/Restrictions 

2. Applicant's election without traverse of group II (claims 4-10) in Paper No. 6 is 
acknowledged. Furthermore, applicant elects avipox/canary pox and RIBI Detox as the 

adl'lJV^nt I I nor* fi ir+k~- : r . 

-. r „, ,„„,„»», raw, pox and pigeon pox will be included in the group of 

avipox, therefore canary pox, fowl pox and pigeon pox will be examined. 

3. Claims 1-16 have been canceled without prejudice and claims 17-29 have been 
newly added and are pending. Claims 21 and 23 are withdrawn from consideration as 
being drawn to a non-elected invention and claim 20 is examined to the extent that it 
reads on avipox. Therefore, claims 17-20, 22, and 24-29 are examined on the merits. 

Claim Objections 

4. Claim 1 8 is objected to because of the following informalities: in line one of the 
claim, there is an extra "at". Appropriate correction is required. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

25£5E^ «*"*<■ out and distinct, c,ai mi n g the 

6. Claims 17-20,22,24-29 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 





Application/Control Number: 09/693,121 p 
Art Unit: 1642 ' 39 

7. Regarding claim 1 7, in the recitation of the phrases: "sufficient amount of PSA", it 
is not known what the applicant intends as an amount that is sufficient for the 
generation of an immune response; "effective amount of cytokine or co-stimulatory 
molecule", it is not clear as to the amount that the applicant contends to be an effective 
amount. Clarification is required. 

8. Regarding claim 1 8 and 1 9 in the recitation of the phrase "additional PSA", it is 
unclear as to the amount of PSA that is added during one of the periodic intervals of 
contacting the host with PSA; in the recitation of the phrase "one periodic intervaf, it is 
indefinite because the time period to which applicant refers is unclear and open and 
thus the metes and bounds of the term cannot be deteremined. 

9. Regarding claims 1 7-20,22,and 24-29 in the recitation of the phrase "T-cell 
eliciting epitope thereof, it is indefinite because prostate specific antigen (PSA) has 
many potential epitopes that can elicit a T-cell response, therefore, the metes and 
bounds of the phrase cannot be accurately determined. 

10. Claim 29 recites the limitation "pox vector" in claim18. There is insufficient 
antecedent basis for this limitation in the claim. 

Double Patenting 

l 1 | no. rt A inl! C | i0n baS6d T d0uble P atentin 9 of "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 

hh T rS T f ny neW and USeful process - mav 0bt 3in a patent therefor " (Emphasis 

A statutory type (35 U.S.C. 1 01 ) double patenting rejection can be overcome bv 
canceling or amending the conflicting claims so they are no longer ooeSn^?n 
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based upon X. C .1 of*' diSC ' aimer ^ 3 d ° Uble patentin 9 re j ection 

12. Claims 17-20,22,24-25 are rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 4-6,8, and 1 1-13 of prior U.S. Patent No. 6165460. This is a 
double patenting rejection. 

Claim Rejections - 35 USC § 102 

13. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

14. Claims 17 and 26 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bronte ef a/(J. Immunol 1995 May 15; 154(10):5282-92). Claims 17 and 26 are drawn 
to a method of generating an immune response to PSA by contacting a host with PSA 
and a cytokine or co-stimulatory molecule, wherein the cytokine is selected from group 
consisting of IL-2, IL-6, or IL-12. 

Bronte ef al teach a method of generating an immune response in mice to PSA 
by administering a peptide of PSA and a IL-2 cytokine. 

Claim Rejections - 35 USC § 103 
1 5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

^S^^^J^"^!^ the inVenti ° n iS n0t ldentical| y disclosed ° r described as set 
Ss^ 
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16. Claims 17-20,22,24, and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Correale et al (J. Immunol 1998 Sep 15; 1 61 (6):31 86-94) in view of 
Bronte etal. Claims 17-20, 22, 24, and 25 are drawn to a method of generating an 
immune response to PSA by contacting a host with PSA and a cytokine or co- 
stimulatory molecule, wherein the cytokine is selected from IL-2, IL-6, or IL-12, and 
further comprising contacting the host with additional PSA , wherein the additional 

a '° «~"''M«»'«u oy me introduction of an avi-pox virus, wherein the avi pow 
virus is selected from fowlpox, canary pox, and pigeon pox, and wherein the PSA is 
formulated with adjuvants. 

Correale era/ teach a method of generating an immune response to PSA by 
administering to a host PSA that is either in peptide form or is transferred by a vaccinia 
avipox viral vector, more specifically a vector under the control of the fowl pox C1 
promoter (see in light of Hodge et al Int J Cancer 1995 Oct 9;63(2):231-7). Correale er 
al also teach the administration of the PSA peptide with a Detox adjuvant. However, 
Correale et al does not teach the combination of PSA and a cytokine. 

Bronte et al teach the administration of a PSA molecule and a cytokine, 
specifically IL-2, and the improved effects of IL-2 administration with PSA. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to generate an immune response to PSA by administering PSA to a 
host in combination with a cytokine, wherein the PSA is administered in a viral vector 
with additional administrations of PSA to the host, because Correale et a, has already 
taught that an immune response to PSA can be generated either through a peptide 
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followed by subsequent administrations of PSA by a viral vector. One would have been 
motivated to combine the references because Bronte et al specifically states that the 
administration of cytokines with PSA enhances immune response to PSA. One of 
ordinary skill would have expected a reasonable amount of success because the 
generation of an immune response to PSA was already proven to be possible, and 
Bronte et al indicates that the addition of cytokine only enhances the immune 



ycucidung dUllliy or roA. 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H Yaen whose telephone number is 703- 
305-3586. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
308-4242 for regular communications and 703-305-3014 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 
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